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earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 12 September 2006 . 

2a)D This action is FINAL. 2b)S This action is non-final. 
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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Election/Restrictions 

1 . Applicant’s election without traverse of the invention claimed in newly filed claim 
29 in the reply filed on 12 September 2006 is acknowledged. Claims 4, 6-20, 22, 23, 
and 29-30 are currently pending. 


Double Patenting 

2. Applicant is advised that should claim 20 be found allowable, claim 23 will be 
objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When two 
claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). 


Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 4, 6-13, 22, 29, and 30 are rejected under 35 U.S.C. 102(b) as being 


anticipated by US 4,885,087 to Kopf. 
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In the specification and figures, Kopf discloses the device as claimed by 
applicant. With regard to claim 29, Kopf discloses a valve 16 illustrated as having a 
housing with an interior chamber (see FIGS 3, 4). The valve comprises 4 openings. A, 

B, C, D, that communicate with the chamber. The openings terminate in connectors that 
may be used as claimed by applicant. Applicant’s recitation of a “blood” inlet and outlet 
and “circuit” inlet and outlet are considered by the examiner to be a recitation of the 
intended use of the device. It has been held that a recitation with respect to the manner 
in which a claimed apparatus is intended to be employed fails to differentiate from a 
prior art apparatus satisfying the claimed structural limitations. See MPEP 21 14. In the 
instant case, the inlet and outlet projections illustrated by Kopf are capable of being 
connected to a blood system and a circuit system, wherein the circuit is illustrated as 
being connected to a hollow fiber mass transfer device that may be used as a dialyzer, 
thereby meeting the limitations of the claims. (See column 8, lines 58-58, column 5, 
lines 33-36, FIG 5.) Kopf further discloses that the valve 16 comprises a member or 
vane 17 that is capable of movement to change the direction of flow through the valve. 
Applicant’s recitation that the valve “does not ever” fully block the valve openings is 
considered by the examiner to be a statement of the intended use of the device. See 
explanation above. It is the position of the examiner that the valve member 17 disclosed 
by Kopf is capable of being rotated such that it does not fully block any one of the 
openings (such as in a partial rotation), thereby meeting the limitations of the claims. 

With regard to claim 30, Kopf discloses that the valve 16 may be connected to a 
hollow fiber mass transfer device 12 that is capable of being used as a dialyzer (see 
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column 5, lines 33-36). The mass transfer device has two compartments, separated by 
semipermeable hollow fiber membranes, which corresponds to applicant’s blood 
compartment and dialyzer fluid compartment (see column 6, lines 55-68). Valve 
connectors B and D are illustrated as connecting, via lines 14, 18 to the mass transfer 
device 12, meeting the limitations of the claims. 

With regard to claim 4, examiner considers applicant’s recitation that the valve is 
“arranged to” perform specific flow control function to be a recitation of the intended use 
of the valve. . It has been held that a recitation with respect to the manner in which a 
claimed apparatus is intended to be employed fails to differentiate from a prior art 
apparatus satisfying the claimed structural limitations. See MPEP 21 14. In the instant 
case, applicant fails to recite any structural features that allow for such an 
“arrangement,” and the examiner considers the valve disclosed by Kopf to be capable of 
such an arrangement, meeting the limitations of the claim. 

With regard to claim 6-8, Kopf specifically discloses that valve member 17 is 
pivotable or rotatable within housing 16 (see column 8, lines 28-48). With regard to 
claims 7 and 8, examiner considers applicant’s recitation with regard to the positioning 
of the valve to be a recitation of the intended use of the device. It has been held that a 
recitation with respect to the manner in which a claimed apparatus is intended to be 
employed fails to differentiate from a prior art apparatus satisfying the claimed structural 
limitations. See MPEP 21 14. In the instant case, the valve disclosed by Kopf is capable 
of rotating and opening and closing passages as claimed by applicant, thereby meeting 


the limitations of the claims. 
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With regard to claims 9-10 and 12-13, Kopf illustrates a cylindrical valve housing 
16 with openings A, B, C, D, disposed at 90 degree angles from one another, making 
them diametrically opposite (see FIGS 3-4). The valve member 17 divides the chamber 
into two semi-circular-shaped portions, meeting the limitations of the claims. 

With regard to claims 1 1 and 22, Kopf illustrates that the valve has connectors 
(unlabeled extensions from valve 16 in FIG 2) that connect to lines 16, 18, 22, and 32 
for connection to the dialyzer (see FIG 2). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 14-16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
US 4,885,087 to Kopf in view of US 5,443,453 to Walker et al. 

With regard to claim 14, Kopf discloses the device substantially as claimed by 
applicant (see rejection above) with the exception of a wing projection from the valve. 
Walker discloses a multi-way valve that has a rotatable valve member 13 within body 
1 1, the rotation of which opens and closes various fluid paths (see column 3, lines 39- 
62). The valve member comprises handle 12 that extends outside the valve chamber for 
visual identification of valve position (see column 1, lines 50-60). Therefore, it would 
have been obvious to one having ordinary skill in the art at the time the invention was 
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made to add a handle or wing 12 as disclosed by Walker to the valve as disclosed by 
Kopf, in order to provide a visual and tactile indication of the valve position, as taught by 
Walker (see column 1 , lines 50-60). 

With regard to claims 15 and 16, Kopf discloses the device substantially as 
claimed by applicant with the exception of a shoulder and a grove to control movement 
of the valve. Walker specifically discloses that the valve comprises a shoulder 28 the 
body that interacts with shoulder 27 on the stem to control movement of the valve (see 
FIG 3, column 4, lines 36-39). Though Walker does not specifically disclose a groove, 
the absence of material that allows the rotation of the valve to the point of shoulder 27 is 
considered by the examiner to correspond to applicant’s claimed groove, meeting the 
limitations of the claims. Therefore, it would have been obvious to one having ordinary 
skill in the art at the time the invention was made to add a shoulder and a groove as 
disclosed by Walker to the valve disclosed by Kopf in order to prevent movement of the 
valve beyond a certain prescribed position, as taught by Walker (see column 4, lines 36- 
39). 

7. Claims 17 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 4,885,087 to Kopf in view of US 5,443,453 to Walker et al, further in view of US 
4,593,717 to Levasseur. 

In the specification and the figures, Kopf and Walker disclose the device 
substantially as claimed by applicant (see rejection above) with the exception of 
recesses that define valve positions. Levasseur discloses a multi-way valve with a 
rotating valve stem 40 that puts various passages in fluid communication with one 
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another (see column 2, lines 57-67). Levasseur further discloses that the valve system 
comprises a detent mechanism to locate the valve stem in the proper position once a 
particular flow mode is selected (see column 3, lines 42-64). The detent mechanism 
comprises a number of recesses 70 that cooperate with slot or groove 76. When the 
valve stem is in the proper position, rod or shoulder 72 drops into the corresponding 
recess 70 to maintain the valve in the proper position until the operator selects another 
flow mode. Therefore, it would have been obvious to add the detent mechanism with 
recesses as disclosed by Levasseur to the valve with groove and shoulder as disclosed 
by Kopf and Walker in order to maintain the valve in the proper position according to the 
selected flow mode, as taught by Levasseur (see column 3, lines 42-64). 

8. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
4,885,087 to Kopf in view of US 4,593,717 to Levasseur. 

In the specification and figures, Kopf discloses the device substantially as 
claimed by applicant (see rejection above) with the exception of the non-symmetrical 
position of the valve openings and connectors. Levasseur discloses a multi-way valve 
with a rotating valve stem 40 that puts various passages in fluid communication with 
one another in a non-90-degree configuration (see column 2, lines 57-67). Levasseur 
specifically discloses that entrapment of bubbles in a 90-degree flow conduit is more 
likely than that in an angled conduit (see column 1, lines 20-25). Therefore, it would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to provide flow passages at a less than 90-degree angle as disclosed by 
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Levasseur in the valve assembly disclosed by Kopf, in order to prevent bubble 
entrapment, as taught by Levasseur (see column 1 , lines 20-25). 

9. Claims 20 and 23 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 4,885,087 to Kopf in view of US 2,703,586 to Asker. 

In the specification and figures, Kopf discloses the device substantially as 
claimed by applicant (see rejection above) with the exception of the size of the valve 
member being smaller than the size of the openings. Asker discloses a multi-port valve 
10 with rotating valve vane 37 that rotates about a central axis to place various ports in 
fluid communication with one another (see column 1, lines 15-40, column 2, lines 18- 
57). Asker specifically discloses that the rotor is most desirably a relatively thin vane, 
which Asker illustrates as smaller than the width of the openings (see FIG 2). Therefore, 
it would have been an obvious matter of design choice to construct the valve member 
disclosed by Kopf smaller than the size of the valve openings as disclosed by Asker, 
since such a modification would have involved a mere change in the size of a 
component, and is noted by Asker to be a desirable design for such a valve. A change 
in size is generally recognized as being within the level of ordinary skill in the art. See 
MPEP 2144.04. 

Conclusion 

1 0. The prior art made of record and not relied upon is considered pertinent to . 
applicant's disclosure: 


a. 


US 6,308,737 


Kritiviski 
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i. Dialysis reversing valve 

b. US 6,743,193 Bruggeretal 

ii. Hermetic flow selector valve 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie R. Deak whose telephone number is 571-272- 
4943. The examiner can normally be reached on M-F 7:30-5:00, every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner’s 
supervisor, Tanya Zalukaeva can be reached on 571-272-1115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
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